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Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).  
You may, therefore, market the device, subject to the general controls provisions of the Act.  The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration.  Please note:  CDRH does not evaluate information related to contract liability 
warranties.  We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to additional controls.  Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898.  In addition, FDA may 
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies.  You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical 
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR Part 
807.97).  For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the 
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 
796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Robert Ochs, Ph.D.
Director
Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health

Center for Devices and Radiological Health

Enclosure

For
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

510(k) Number (if known)

Device Name
Wrist 3 MRI System

Indications for Use (Describe)
The Wrist 3 MRI System is intended for use as a magnetic resonance imaging device for producing axial, sagittal, 
coronal, and oblique images of the internal structure of the Wrist and Hand. When interpreted by a trained physician, 
these images provide information that can be useful in determining a diagnosis.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”

K160185



 

Inn accordance 

Primary Co

Device

Common

Product 

Classifi

P

Predic

Device

with 21 CFR

Date

Submitter

ontact Person

e Trade Name

n/Usual Name

Classification

fication Name

Product Code

ate Device(s)

e Description

Intended Use

51

R 807.92 the fo

e: February 

r: Aspect Im

27 Shake

Industrial 

P.O. Box 

Shoham, 6

ISRAEL

n: Israel A. C

VP Qualit

Aspect Im

Tel: +972

Fax: +972

E mail: ic

e: Wrist 3 M

e: MRI Syst

n II 

e: Magnetic

e: LNH, MO

): K130692

n: The Wris
producing
body parts
field, and 
magnetic 
magnetiza
produce im

e: The Wris
resonance
and obliqu
When inte
informatio

Vol1_2-2

10(k) Summ

ollowing sum

16, 2016 

maging Ltd.

ed St.  

Area Hevel M

926  

6085001 

Citron 

ty Assurance 

maging LTD 

2-73-223-9000

2-3-716-5606

itron@aspect

MRI System 

tem 

c Resonance

OS 

M2 Wrist 2 M

st 3 MRI Syst
g MR images 
s to be image
are subject to
fields. The si

ation created b
mage data.  

st 3 MRI Syst
e imaging dev
ue images of 
erpreted by a 
on that can be

 

mary 

mmary of infor

Modi’in  

and Regulato

0 Ext 90 

6 

timaging.com

e Diagnostic 

MRI System 

tem is a 1Tes
of the wrists 

ed are held wi
o sequences o
ignal from the
by these field

tem is intend
vice for produ
the internal s
trained physi

e useful in det

rmation is pro

ory Affairs 

m  

Device (21 

sla Permanent
and hands. D

ithin a uniform
of RF pulses a
e precession o
ds is sampled 

ded for use as 
ucing axial, sa
structure of th
ician, these im
termining a d

ovided: 

CFR 892.10

t MRI system
During MRI sc
m static magn
and gradient 
of the 
and processe

a magnetic 
agittal, corona
he Wrist and H
mages provide
diagnosis 

000) 

m 
can, 
netic 

ed to 

al, 
Hand. 
e 



 

I

Compa
Specifi

Intended Use/Ind

Pa

A

Envi

Energy Used a

Hard

- Physi

- 

Inner d

Technology

arison of 
ications 

dication for Use 

atient Population 

Anatomical Sites 

ironment of Use 

and/or delivered 

Human Factors 

dware Changes 
Magnet: 

ical Dimensions 
- Bore opening 

- Weight 
Field Strength 

Gradient: 
-Strength 

-Rise Time 
-Slew Rate 
Computer: 

-Display: 

RF Coils 
Coil Typ

Coil Geometry
dimensions (mm

Coil Design
 

y: The Wris
scientific 
System K

Predicate
M2 Wris
(K130692
The M2 W
is indicated
magnetic r
device for 
sagittal and
the interna
(in patients
320 mm). W
trained phy
MR image
that can be
a diagnosis

Patients re
wrist 

Wrist 

Hospital or

Magnetic R

The M2 W
designed s
commercia
Systems an
and easy fo
Furthermo
user-friend
through wh
access all d

 
 
 
125x87x82
76x200 mm
1050 Kg  
1 Tesla Per

 
190 mT/m
0.475mSec
400 T/m/S

 
24” LCD De

e 
y 

m) 
n 

1 Coil 
TX/RX 
Oval 
50X108X86
Linear Volu
 

Vol1_2-3

st 3 MRI Syst
technology a

K130692).  

e Device 
st 2 MRI Syste
2)

Wrist II MRI Sy
d for use as a 
resonance imagin
producing trans
d coronal image

al structure of the
s with an arm len
When interprete
ysician, the resu
es provide inform
e useful in determ
s. 

quiring MR ima

r clinical setting

Resonance 

Wrist 2 MRI Syst
imilar to other 
ally available MR
nd therefore is fa
or use for the use

ore, the device co
dly software inte
hich the user ma
device functions

2 cm 
m 

rmanent Magnet

c 
ec 

esktop Display

6 
ume  

 

tem employs
as its predicate

em 

ystem 

ng 
sverse, 
es of 
e wrist 
ngth > 

ed by a 
ultant 
mation 
mining 

ages of the 

tem is 

RI 
familiar 
er. 
ontains a 
erface 
ay easily 
s. 

t  

s the same fun
e device (M2 

Proposed Dev
Wrist 3 MRI

The Wrist 3 M
intended for use
resonance imag
producing axial
coronal, and ob
the internal stru
Wrist and Hand
interpreted by a
physician, these
information tha
determining a d

Patients requiri
wrist and Hand

Wrist and Hand

Hospital or clin

Magnetic Reson

The Wrist 3 MR
designed simila
commercially a
Systems and th
and easy for use
Furthermore, th
user-friendly so
through which 
access all devic
 
 
138x87x82 cm
85x220 mm 
1300 (1700 wi
1 Tesla Perman

 
215 mT/m 
0.200mSec 
1074 T/m/Sec 

 
15” Touch Disp
2 Coils: Small/L
TX/RX 
Oval 
60X100X169 / 
Linear Volume
 

ndamental 
Wrist 2 MRI

vice 
I System 

MRI System is 
e as a magnetic 
ging device for 
l, sagittal, 

blique images of 
ucture of the 
d. When 
a trained 
e images provide
at can be useful i
diagnosis. 

ng MR images o
d 

d 

nical setting 

nance 

RI System is 
ar to other 
available MRI 
erefore is famili
e for the user. 
he device contain
oftware interface
the user may eas

ce functions. 

m 

ith Trolley) Kg 
nent Magnet 

play 
Large 

75X135X192 
 

I 

f

e 
in 

of the 

iar 

ns a 
e 
sily 



 

 

Det
Substantial

termination o
l Equivalence

Conclusion

f 
e: 

Summary

The Wris
comply w

 IEC/E
 IEC 6
 IEC 6
 NEMA
 NEMA
 NEMA
 NEMA
 NEMA
In additio
testing we
as part of 

The follow
developm

 Risk M
 Requi
 Desig
 Unit l
 System
 Perfor
 Safety
 Simul
 Samp

Summary

The subje
did not re

n: Based on 
Imaging L
substantia

Vol1_2-4

y of Nonclinic

st 3 MRI Syst
with the below

ES 60601-1 
60601-1-2 
60601-2-33 
A MS-1 
A MS-3 
A MS-2 
A MS-12 
A MS-5 
n System and
ere performed
design contro

wing design c
ment of the sys

Management
irements Man

gn Reviews 
level module 
m Integration
rmance verifi
y and EMC te
lated use valid
le clinical im

y of Clinical T

ect of this prem
quire clinical

bench testing
LTD believes 
ally equivalen

 

cal Testing: 

tem and its ap
w voluntary co

d Software ve
d to demonstr
ols activity. 

control activit
stem: 

nagement 

verification 
n verification
ication 
esting 
dation testing

mages 

Tests:  

market submi
l studies to su

g and sample 
 that the Wri

nt to its predic

pplications w
onsensus stan

erification and
rate performan

ties were app

g 

ission, Wrist
upport substan

clinical imag
ist 3 MRI Sys
cate device.  

were tested to 
ndards.  

d Validation 
nce of the dev

lied to the 

t 3 MRI Syste
ntial equivalen

ges, Aspect 
stem is 

vice 

em, 
nce. 




